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The Claim Rejection Under 35 U,S,C 112> first paragraph is Erroneous 

Claims 1-4 and 6-21, and 33-37 are rejected under 35 U.S.C. 1 12, first paragraph as 
failing to comply with the enablement requirement. This rejection is erroneous. 
Applicants state that the proper test of enablement is not whether any experimentation is 
necessary, but whether, if experimentation is necessary, it is vmdue. In re Angstadt, 537 F.2d 
498, 504, 190 USPW 214, 219 (CCPA 1976). Applicants state that one reasonably skilled in the 
art could make or use the invention from the disclosures in the application coupled with 
information known in the art without due experimentation. Thus, while the Examiner asserts that 
"[t]he quantity of experimentation needed is substantial... [and] there presents a multiplicity of 
factors in regard to disclosed agents used in said formulation," Applicants point out that the fact 
that even if, as the Examiner asserts, experimentation in the area of dosing of chemoablative 
agents may be complex, this does not necessarily make it undue, if the art typically engages in 
such experimentation. In re Certain Limited-Charge Cell Culture Microcarriers, 221 USPQ 
1 165, 1 174 (Int'l Trade Comm'n 1983), aff'd, sub nom„ Massachusetts Institute of Technology 
V. AB. Fortia, 774 F.2d 1104, 227 USPQ 428 (Fed. Cir. 1985). 

The pending claims were rejected because the Examiner stated that the alleged relevant 
art (tissue chemoablation) was so unpredictable and that the specification was so devoid of 
guidance as to how to achieve the claimed tissue necrosis without undue experimentation. 
Specifically, the Examiner states that 

[tjhere is no generalized scheme by which to perform that, which is disclosed in 
subject claim 1, i.e., ablation and necrosis of said tissue.... There is the presence of 
working examples insofar as compounding examples, disclosing specific dosage 
strengths, quantities, and all other related measurements in association with 
pharmaceutical formulations.. .The embodiment discloses the processes by which 
various dosage forms are compounded and manufactured. . .there is absence as to 
how these formulations ablate and/or necrotize tissue (emphasis added). 
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Thus, it appears that although the Examiner acknowledges that the disclosure 
teaches how to make the pharmaceutical formulations of the present invention through 
the presence of working examples, the specification fails to show how the formulations 
work to ablate and/or necrotize tissue. 

However, "it is not a requirement of patentability that an inventor correctly set forth, or 
even know, how or why the invention works r Newman v. &iiggy 877 F.2d 1575, 1581, 11 
USPQ2d 1340, 1345 (Fed. Cir. 1989)(emphasis added); see also Fromson v. Advance Offset 
Plate, Inc., 720 F.2d 1565, 1570, 219 USPQ 1 137, 1 140 (Fed. Cir. 1983)(«[I]t is axiomatic that 
an inventor need not comprehend the scientific principles on which the practical effectiveness of 
his invention rests.") 

Furthermore, statements that a physiological phenomenon (i.e., "necrosis (death) or 
shrinkage of nearby tissue upon injection or insertion of the formulation into the tissue;" 
paragraph [0015]) was observed are not inherently suspect simply because the underlying basis 
for the observation cannot be predicted or explained. Therefore, the Examiner erred in 
suggesting that Applicants are required to explain why the claimed dosage forms cause tissue 
necrosis of nearby tissue in order to overcome the enablement rejection. Placing such burden on 
the Applicants to prove how or why their invention works is beyond the purview of the 
enablement requirement. 

As described in the specification. Applicants have made the discovery that the injectable 
or insertable dosage forms of the present invention that comprises a "chemical ablation agent," 
when administered in effective amounts, "results in necrosis (death) or shrinkage of nearby tissue 
upon injection or insertion of the formulation into the tissue." (paragraph [0015]). The dosage 
forms of the present invention result in "improved dosage retention in the tissue (e.g., there is 
little to no back-leakage into the injection tract), thereby improving delivery efficiency of the 
ablation agents and/or minimizing the adverse effects such as nonspecific tissue damage." 
(paragraph [0014]). Whereas previous "[c]hemo-ablative approaches... lead[s] to nonspecific 
ablation of both the prostate as well as surrounding tissues and organs," (paragraph [0004]), the 
dosage forms of the present invention result in cells subjected to the dosage form to die. For 
example, paragraphs [0016] to [0019] detail the death of cells, for example, by chemo-ablation 
agents through osmotic stress, fi:ee radical attack, or enzyme digestion. 
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Given that the Examiner rejected the claims as not enabled despite the above disclosure 
which provides enabling support, it appears that the Examiner questions that the invention has a 
credible utility. However, the Examiner has the initial burden of challenging a presumptively 
correct assertion of utility in the disclosure. Otherwise, the Examiner cannot reject the teachings 
in the disclosure unless the Examiner has reason to doubt the objective truth of the statements 
contained in the written description. In re Brana, 51 F.3d 1560, 1564 n.l2, 34 USPQ2d 1436, 
1439 n,12 (Fed. Cir. 1995), cited with approval in, In re Cortwright, 165 F.3d 1353, 49 USPQ2d 
1464 (Fed. Cir. 1999). Applicants respectfully state that the Examiner has not met this burden. 

Finally, the Examiner argues that the "administration of chemical agents on tissue 
component/cell tissue present[]. ..complexities in the dynamics of administration" and 
"unpredictability in the art is significant because of dosage administration issues that persist in 
the art." 

In response. Applicants state that the fact that the field of chemoablation is still being 
perfected does not preclude one of ordinary skill in the art from making and using the present 
invention as claimed. Indeed, the Federal Circuit has stated that to comply with 35 U.S.C. 1 12, 
first paragraph, it is not necessary to "enable one of ordinary skill in the art to make and use a 
perfected, commercially viable embodiment absent a claim limitation to that effect." CFm, Inc. 
V. Yielduplnt'l Corp., 349 F.3d 1333, 1338, 68 USPQ2d 1940, 1944 (Fed. Cir. 2003) (an 
invention directed to a general system to improve the cleaning process for semiconductor wafers 
was enabled by a disclosure showing improvements in the overall system). The fact that the 
Examiner feels that the invention does not work as well as he thinks it should (i.e., he does not 
feel that the invention is perfected so as to necrotize nearby tissue while minimizing nonspecific 
tissue damage is not a legal standard. 

Indeed, the Federal Circuit has held that "[ejven if some of the claimed combinations 
were inoperative, the claims are not necessarily invalid." Atlas Powder Co. v. KI Du Pont De 
Nemours & Co., 750 F.2d 1569, 1576, 224 USPQ 409, 414 (Fed. Cir. 1984). However, in the 
present case, there is simply no evidence that any of the potential complicating factors that the 
Examiner proposes, such as "[c]ompromised conditions of tissue" would render tiie claim 
inoperable or fail to achieve a particular result. The Examiner has not shown otherwise. 
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For at least the above reasons, it is respectfully submitted that the specification teaches 
how to make and to use the invention of the claims and Applicants request withdrawal of the 
rejection under 35 U.S.C. 1 12, first paragraph. 

The Claim Rejection Under 35 U.S.C. 103ra^ based on Hauschild et al. and Escandon et al. 
in view of Uneer I and Unger 11 is erroneous 

Rejection Under 35 U.S.C. S 103fa^ 

Claims 2-4, 7-21 are rejected under 35 U.S.C. § 103(a) as being unpatentable over U.S. 
Patent No. 6,905,475 (Hauschild) and U.S. Patent No. 7,015,253 (Escandon), in view of U.S. 
Patent Nos. 5,469,854 (Unger I) and 5,733,572 (Unger II). Claims 5 and 6 were not rejected as 
obvious over the cited prior art. 

In response. Applicants state that this rejection is erroneous and was already rendered 
moot by a previous amendment to the claims. 

Applicants note that pursuant to an identical rejection (of the same claims over the same 
cited art) in the first Office Action dated December 1, 2006, Applicants had previously amended 
independent claim 1 (upon which the rejected claims depend) to incorporate the features of 
dependent claim 5, which was not rejected as obvious over the cited prior art. Claim 5 was then 
cancelled. By such amendment to incorporate the features of a non-rejected claim, this rejection 
was rendered moot, and thus it appears that this rejection under 103(a) was repeated in the final 
Office Action in error. Applicants kindly request correction and withdrawal of the rejection. 

In addition to the above, the rejection fails because the Examiner has not met his burden 
of establishing a prima facie case of obviousness based upon the prior art. Among other 
requirements, to establish a prima facie case of obviousness, the prior art reference (or 
references) must teach or suggest all the claim features. See, e.g., MPEP 706.02(j) and the cases 
cited therein. Hauschild et al., Escandon et al., Unger I and Unger II do not meet this threshold. 
In addition, rejections on obviousness grounds cannot be sustained by mere conclusory 
statements; instead, there must be some articulated reasoning with some rational underpinning to 
support the legal conclusion of obviousness. In re Kahn, 441 F.3d 977, 988 (Fed. Cir. 2006), 
cited with approval in, KSR Int'l v. Teleflex, Inc., 127 S. Ct. 1727, 1740-41, 82 USPQ 1385, 
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1396 (2007). Applicants submit that the Examiner has failed to articulate a rational basis for why 
a person of skill in the art would combine the references in the manner indicated. 



